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CAMBRIDGE LABORATORIES (IRELAND) LIMITED 



J&t Box No. i Basis of the opinion 

□ Box No. U Priority 

IS Q$x No. W Nof?~sstsbiishfT5snr of opinka* wiih r»ga.«l k> novelty, inveotlva^op w$ industrial applipapiiify 
P Box No. IV Lack {if unity of invention 

S 8o>i No. V fteasenecJ sfatefrsent under Buls 43.o>s.1(aK'ii with s^kI to novelty Sfsventivs step or industrial 
applicability; ortatbns and explanations supporting such stalam^nt 

,S| Box No. VI Certain dos>rna«'s oifs-d 

SI Box NG. Vfi Certain detects sp lt>0 M®nrjai*»f}»l appisoafion 

□ Bpx|&. VIII Cortsin observations on th© intemafio'nal apptesiion 
FURTHER ACTION 

if s domand far international preliminary ©xamir*aSs>fi is made, Shis opinion will usually be considarad io be a 
written opinion of the iruernatlofiai PfiMimsnary Examining. Authosiiy f'IPEA"} except that this doos hoi apply where 
toe applicant chooses an Authority other than this en* is foe the SFEA and tha chosm IPEA has notifed the 
intsmaSonai Bureau under Rufe S6.l£»$Cfc) that written opinions of f.|Vi$ international Searching Aathodiy 
will not be so considered, 

if this opinio;"; is, as p«wid«d abova, sonsidarad to be a written opinion of the (PEA, Ina applicant Is invited So 
subsoil to Ihs (PEA a written reply togelba'r, where appropriate, with arpepdfoefsls, befote she expiration of 3 months 
front iha date of nislling ol Form PCTSSA£20 or bsfora the expiration of 22 months front the priority date, 
whichever expires later, 

For lOflher options, see Form PCTrlSAfiao. 

For further dotaiis, sae notes to Form PeTrSSASHK 
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WBSTTEN OPINION OF THE international application No. 

INTERNATIONAL SEARCHING AUTHORITY P 014382006/002036 



Sox No. I Basis of me opinion ^ 

1 . with regard to the language, this opinion has bs&R established on the basis of: 
® the IntemaSdnal application in ins language in which %sm lad 

O a translation of the imernaBonal application info , which & the language ol a translation furnished for the 
purposes of •ihtemafio.nal search (Roles 12.3(a) and 23.1 (&)}. 

a. With regard to any nucleotide aad&r amino acid 'sequence disclosed In the international application end 
necessary ..to the claimed invention, this opinion has pace established on the basis of: 

a. type 'of material; 

□ a sequence listing 

□ tablets) related to the sequence feting 

b. format of material: 

□ on paper 

G rn eleelrbhic form 

c. time of f iiing^urn ishing: 

□ contained in the International application as filed. 

□ filed together with the Internationa! application in eioclronlc form, ' 
O furnished subsequently to this Authority for the purposes of search; 

3, O in addition., m the case thai more than one version or copy of a sequence feting anetfer table relating thereto 
has been filed or furnished, the required sfatesnents that the information in the subsequent or additional 
copies is identical to that in the application as fifed or does not go beyond the application as filed, as 
appropriate, were furnished. 



4. Additional comments: 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



International application Mo. 
P OTB 62006/002936 



Box Ho, III Itoo-estafelfsbment of opinion with regard to novelty, inventive step and industrial 
appitesr&ifty "' ' 



The questions whether the clalmad invention appears to be novel, to Involve an inventive step {to be mn 
obvious), or to be industrially applicable have not been examined In respect of 

□ the entire international application 

& claims Nos .5/7,1 3, 1 5 with respect to Industrial Applicability 

because: 

H the said international application, or the said claims Nos, 5,7,13,1s with respect to Industrial Applicable 
relate to the following subject matter which does not require an international search (specify): 

see separate sheet 

O tiie description, claims or drawings (indimte parifcuisr ofemmts b&iow) or said claims Nos. are: so 
unclear that no meaningful opinion could be formed (specify): 

O the claims, or said claims Nos. are so Inadequately supported by the description that no meaningly! opinion 
could be formed (specify}: 

□ no international search report has been established for the whole application or far saM claims Nos, 

□ a meaningful opinion could not be formed without tie sequence listing ; the applicant did not, within the 
prescribed time limit: 

0 furnish a sequence listing on paper complying with the standani provided lor in Annex G of me 
Administrative instmcitdds, and sect; listing was not available to the international Seamhlhy 
Authority in a form and manrw acceptable to it, 

□ furnish a sequence listing In electronic form complying with the standard provided tor in Annex C 
of the Administrative Instructions, and such listing was not available to the international Searching 
Authority in a form and manner' acceptable to it 

□ pay the required late furnishing tee tor the furnishing of a sequence listing in response to an 
invitation under Rules I3for.i{a) or (b), 

□ a meaningful opinion could not be formed without the tables rotated to the sequence listings; the applicant 
did not, within the prescribed time limit, fomish such fables in electronic term complying with, the technical 
requirements provided for ® Annex C-Orsof the Administrative instructions, and such tables were not 
available to ids International Searching Authority in a form and manner acceptable to if. 

□ the tables related to the nucleotide andfer amino acid sequence fisting, if in electronic form only, do net 
comply with the technical requirements provided for In Annex C-dsof the Administrative instructions, 

□ See Supplemental Sox for further details 
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WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING AUTHORITY 



international application No. 
POI/C3B200S/002936 



Box No. v Reasoned statement mdat ftuW 43Ms>i(a)(i) wliN regard to novelty, tnvenr«fe step or 
Industrial applicability; 

1, Statement 

Novelty (N) Yes; Claims 1-21 

No: Cl&sms 

Inventive step (IS) Yes: Claims 1-21 

No: Claims 

industrial applicability (iA) Yes: Claims 1-4, 8, 8-12, 14; 18-21 

No: Giaims 



a. Citations and explanations 
see separate sheet 



Bo x -No. VI Certain documents ettad 

1 Certain pufopshsd do&sneftfe |Ryies 43dfe.1 and 70.10) 
. and /or 

2, Non-written disclosures (Rufes 436s, i and ?o.S) 
ises form 210 



Box No. VII Certain defects in the Intern ational application 

The following defects In the form or soptarsts of ins international application have been noted; 
see separate sheet 



WRITTEN OPINION OF THE 
INTERNATIONAL SEARCHING 
AUTHORITY (SEPARATE SHEET) 



International application No, 
PCT/G82006/002936 



Re Item III 

Noi>estabiishmenf of opinion with regard to novelty, inventive step and Industrial 
applicability 

Claims 5, 7, 13,1 5 relate to subject-matter considered by this Authority to be covered by 
the provisions of Rule. 67.1 (iv) PCT. Consequently, no opinion will' be formulated with 
respect to the industrial applicability of the subject-matter of these claims (Article 
34{4){a)(f) PCI). 



Reasoned statement with regard to novelty, Inventive step or industrial applicability; 
citations and explanations supporting such statement 

1 ,) Reference is made to the following documents: 

01 ; MEHVAR R ET At: "CONCENTRATION-EFFECT RELATIONSHIPS OF 

TETRABENAZIME AND DIHYOROTETRABENAZINE IN THE RAT" JOURNAL 
OF PHARMACEUTICAL SCIENCES, vol 78, no, 8, 1987, pages 481-485, 
XP0Q9075287 ISSN: 0022-3549 

D2: WO 2006/077046 A (CAMBRIDGE LAB LTD [OB]; TRIOGETT ROBERT [QBj; 
CLARKE IAN [GBJ; TURTLE): 2$ August 2005 (2005--08-25) cited m the 
application 



2.) Dt discloses that the metabolite dihydrotetrahenazine might be primarily responsible 
for the activity of tetrabenazsne, which is known for the treatment of schizophrenia 
(see p. 5 of the present application). However, the structure of the identified 
dihydrofafrahenazine differs from the claimed derivative. Since the structure of the 
claimed 3,11b els dlhydrotetrabenazlne has not been disclosed the subject matter of 
claims 1 -21 is novel and inventive 



3.) For the assessment of the present claims 5, 7. 13,15 on the question whether they 
are industrially applicable, no unified criteria exist in the PCX Contracting States. The 
patentability can also be dependent upon the formulation of the claims* The EPO, for 



WBITTEN OPINION OF THE Mtototftonal application No. 

INTERNATIONAL SEARCHING 

AUTHORITY {SEPARATE SHEET) PG17QB200 8/002936 



example, does not. recognize as industrially applicable the subject-matter of claims to 
the use of a compound in medical treatment, out may allow, however, claims to a 
known compound for first use in medical treatment and the use of such a compound 
for the manufacture of a medicament for a new medical treatment 



Certain documents cited 



Certain published documents 



.Patent SsSo 

WO2005G77946 
(02) 



25.08.2008 



Fisifto 4s0» 

11.02,2005 



Priority dale tfts0. rfaifii) 

1 1 .02.2004 



D2 discloses the preparation of me claimed compounds. It might therefore be relevant for 
the subject matter of claims 3 5 4, S;, % 10-12, 16-21 



Certain delects in the International application 



The references to the description render clams 17, 18 s 21 unclear, 



